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• 

INTERNATIONAL PRELIMINARY EXAMINATION REPORT 


Ii^^Hional application No. 

PCT/JP99/05239 


I. Basis of the report 


1. With regard to the elements of the international application:* 




fv7| 


the international application as originally filed 




□ 


the description: 
pages 


, as originally filed 




pages 


, filed with the demand 




pages , filed with the letter of 


I — i 

□ 


the claims: 
pages 


, as originally filed 




paees , as amended (together with any statement under Article 19 




pages 


, filed with the demand 




pages , filed with the letter of 


□ 


the drawings: 
pages 


, as originally filed 




pages 


, filed with the demand 




pages . filed with the letter of 


[ | the sequence listing part of the description: 






pages 


, as originally filed 




pages 


, filed with the demand 




Dages , filed with the letter of 


2. With regard to the language, all the elements marked above were available or furnished to this Authority in the language in which 
the international application was filed, unless otherwise indicated under this item. 

These elements were available or furnished to this Authority in the following language which is: 


□ 


the language of a translation furnished for the purposes of international search (under Rule 23 . 1 (b)). 


□ 


the language of publication of the international application (under Rule 48.3(b)). 


□ 


the language of the translation furnished for the purposes of international preliminary examination (under Rule 55.2 and/ 




or 55.3). 




3. With regard to any nucleotide and/or amino acid sequence disclosed in the 
preliminary examination was carried out on the basis of the sequence listing: 


international application, the international 


□ 


contained in the international application in written form. 




□ 


filed together with the international application in computer readable form. 




□ 


furnished subsequently to this Authority in written form. 




□ 


furnished subsequently to this Authority in computer readable form. 




□ 


The statement that the subsequently furnished written sequence listing does not go beyond the disclosure in the 
international application as filed has been furnished. 


□ 


The statement that the information recorded in computer readable form is identical to the written sequence listing has 


been furnished. 






The amendments have resulted in the cancellation of: 
I | the description, pages 
1 | the claims. Nos. 
1 1 the drawings, sheets/fig 




5-D 


This report has been established as if (some of) the amendments had not been made, since they have been considered to go 
beyond the disclosure as filed, as indicated in the Supplemental Box (Rule 70.2(c)),** 


* Replacement sheets which have been furnished to the receiving Office in response to an invitation under Article 14 are referred to 
in this report as "originally filed" and are not annexed to this report since they do not contain amendments (Rule 70 J 6 
and 70.17). 


** Any replacement sheet containing such amendments must be referred to under item I and annexed to this report. 
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Inte^^^bal application No. 


PC^ffp 99/05239 


V. Reasoned statement under Article 35(2) with regard to novelty, inventive step or industrial applicability; 
citations and explanations supporting such statement 


1 . Statement 




Novelty (N) Claims 


1-3 YES 


Claims 


NO 


Inventive step (\S} Claims 


YES 


Claims 


1-3 NO 


Industrial applicability (IA) Claims 


1-3 YES 


Claims 


NO 



2. Citations and explanations 

Document 1: Winfield Lange et al . , Exp. Eye Res., 50, 

1990, pp. 313-316 
Document 2: JP, 10-218792, A (Santen Pharmaceutical Co., 

Ltd. ) 

Document 3: JP, 10-236972, A (Mitsubishi Chemical Corp.) 
Document 4: EP, 385476, A (Daiichi Pure Chemicals Co., 
Ltd. ) 

Document 5: EP, 466174, A (Hisayuki Matsuo) 



Claims 1-3 

In the Abstract and Discussion, Document 1 indicates 
that the natriuretic peptide cardiodilat in is present in 
the cells of the lachrymal glands, that it plays a 
physiological role in controlling sodium transport and 
secretion, that lachrymal secretion is characterised by a 
certain sodium content and there is a secretion activation 
system which controls the steady flow of sodium into 
lachrymal secretion, and that the cardiodilatin-containing 
cell system in the lachrymal glands contributes to the 
control of homeostasis during lachrymal secretion. 
However, it does not disclose eye drops containing as an 
active ingredient a natriuretic peptide in the broad sense 
for promoting lachrymal secretion or eye drops for 
treating keratoconjunctival problems such as dry eye, 
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corneal epithelial abbrasion and corneal ulcers, which 
constitute the invention described in Claims 1-3. 

However, eye drops which act on the lachrymal glands 
promote lachrymal secretion when lachrymal secretion is 
inadequate are widely known, from Document 2, claims and 
paragraphs [0002] and [0008] and Document 3, claims and 
paragraphs [0002] and [0006], for example. Therefore, a 
person skilled in the art would not require special 
inventive skill to use the natriuretic peptide 
cardiodilatin - which is thought to control normal 
lachrymal secretion - in eye drops to promote lachrymal 
secretion when lachrymal secretion is inadequate. 

Similarly, with regard to the use of natriuretic 
peptides in the broad sense, various such peptides are 
known, as disclosed in the claims of Documents 4 and 5, 
for example, and it would not be especially difficult for 
a person skilled in the art to use these instead of 
cardiodilatin. 

Moreover, specific application of eye drops for 
promoting lachrymal secretion in the treatment of kerato- 
conjunctival problems such as dry eye, corneal epithelial 
abbrasion and corneal ulcers is also widely known, as 
indicated for example in the claims of Documents 2 and 3. 
Therefore, it would not be particularly difficult for a 
person skilled in the art to use natriuretic peptides for 
treating such conditions. 

The invention as described in Claims 1-3, therefore, 
does not involve an inventive step. 
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From the INTERNATIONAL BUREAU 



PCT 

NOTICE INFORMING THE APPLICANT OF THE 
COMMUNICATION OF THE INTERNATIONAL 
APPLICATION TO THE DESIGNATED OFFICES 

(PCT Rule 47.1(c), first sentence) 



To: 



KISHIMOTO, Einosuke 
Inaba Building, 3rd floor 
13-18, Nishishinsaibashi 1-chome 
Chuo-ku 
Osaka-shi 
Osaka 542-0086 
JAPON 



00. 4. I 5 



Date of mailing (day/month/year) 
06 April 2000 (06.04.00) 






Applicant's or agent's file reference 
Q-4 


IMPORTANT NOTICE 


international application No. 

PCT/JP99/05239 


international Tiling date (day/month/year) 

24 September 1999 (24.09.99) 


i ■ ~i 

Priority date (day/month/year) 

28 September 1998 (28.09.98) 


Applicant 

SANTEN PHARMACEUTICAL CO., LTD. et al . 



Notice is hereby given that the International Bureau has communicated, as provided in Article 20, the international application 
to the following designated Offices on the date indicated above as the date of mailing of this Notice: 
CN,KR,US 



In accordance with Rule 47.1 (c), third sentence, those Offices will accept the present Notice as conclusive evidence that 
the communication of the international application has duly taken place on the date of mailing indicated above and no copy 
of the international application is required to be furnished by the applicant to the designated Office(s). 

2. The following designated Offices have waived the requirement for such a communication at this time: 
CA,EP,NO 



The communication will be made to those Offices only upon their request Furthermore, those Offices do not require the 
applicant to furnish a copy of the international application (Rule 49.1(a-bis)). 

3. Enclosed with this Notice is a copy of the international application as published by the International Bureau on 
06 April 2000 (06.04.00) under No. WO 00/18422 



REMINDER REGARDING CHAPTER II (Article 31(2)(a) and Rule 54.2) 

If the applicant wishes to postpone entry into the national phase until 30 months (or later in some Offices) from the priority 
date, a demand for international preliminary examination must be filed with the competent International Preliminary 
Examining Authority before the expiration of 19 months from the priority date. 

It is the applicant's sole responsibility to monitor the 19-month time limit. 

Note that only an applicant who is a national or resident of a PCT Contracting State which is bound by Chapter II has the 
right to file a demand for international preliminary examination. 



REMINDER REGARDING ENTRY INTO THE NATIONAL PHASE (Article 22 or 39(1)) 

If the applicant wishes to proceed with the international application in the national phase, he must within 20 months 
or 30 months, or later in some Offices, perform the acts referred to therein before each designated or elected Office. 

For further important information on the time limits and acts to be performed for entering the national phase, see the 
Annex to Form PCT/IB/301 (Notification of Receipt of Record Copy) and Volume II of the PCT Applicant's Guide. 



The International Bureau of WIPO 


Authorized officer 


34, chemin des Colombettes 


J. Zahra 


1211 Geneva 20, Switzerland 


Facsimile No. (41-22) 740.14.35 


Telephone No. (41-22) 338.83.38 
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From the INTERNATIONAL BUREAU 



PCT 

INFORMATION CONCERNING ELECTED 
OFFICES NOTIFIED OF THEIR ELECTION 

(PCT Rule 61.3) 


To: 

KiSHIMOTO, Einosuke 

Inaba Building, 3rd floor 

13-18, Nishishinsaibashi 1-chome 

w 1 1 UU \U 

Osaka-shi 
Osaka 542-0086 

JAPOIM 


Date of mailing {day/month/year) 
06 April 2000 (06.04.00) 


Applicants or agent's file reference 
G-4 


IMPORTANT INFORMATION 


PCT/JP99/05239 24 September 1999 (24.09.99) 28 September 1998 (28.09.98) 


Applicant 

SANTEN PHARMACEUTICAL CO., LTD. et al 



applicant is hereby informed that the International Bureau has, according to Article 31(7), notified each of the following 
3es of its election: 3 



EP ^B^CH^XDE.DK^S^LFR^B^R^EJT^aMCN^P^SE 
National :CA,CN,KR,NO,US 



2. The following pffices have waived the requirement for the notification of their election; the notification will be sent to them 
by the International Bureau only upon their request: 

None 



The applicant is reminded that he must enter the "national phase" before the expiration of 30 months from the priority date 
before each of the Offices listed above. This must be done by paying the national fee{s) and furnishing , if prescribed a 
translation of the international application (Article 39(1)(a)), as well as, where applicable, by furnishing a translation of any 
annexes of the international preliminary examination report (Article 36(3)(b) and Rule 74.1). 

Some offices have fixed time limits expiring later than the above-mentioned time limit. For detailed information about the 
applicable time limits and the acts to be performed upon entry into the national phase before a particular Office, see Volume II 
otthe PCT Applicant s Guide. 



The entry into the European regional phase is postponed until 31 months from the priority date for all States designated for 
the purposes of obtaining a European patent 



The International Bureau of WIPO 
34, chemin des Colombettes 
1211 Geneva 20, Switzerland 



Facsimile No. (41-22) 740.14.35 



Authorized officer: 

J. Zahra 

Telephone No. (41-22) 338.83.38 



Form PCT/IB/332 (September 1997) 



3199091 
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